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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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DETAILED ACTION 
Response to Amendment 

Claims 1, 7, 25 and 30 have been amended as requested in the response filed 
January 16, 2007. Claims 1-11 and 25-34 are pending in the instant application. 

Claims 1-6 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 13 June 2006. 

Claims 7-11 and 25-34 are under examination in the current office action. 

Information Disclosure Statement 

At page 8 of the response filed January 16, 2007, Applicants note that a new IDS 
form listing the previously lined-through reference has been attached to the response. 
However, no such paper is present in the file. Applicants are invited to resubmit this 
IDS form for consideration. 

Maintained Claim Rejections 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The rejection of claims 7-1 1 and 25-34 under 35 U.S.C. 1 03(a) is maintained for 
reasons of record. Claims 7-1 1 and 25-34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Solomon et al. {Proc Natl Acad Sci USA, April 1997; 94: 4109-4112) 
and Hanan & Solomon (Amyloid: IntJ Exp Clin Invest, 1996; 3:130-133, both as 
evidenced by Frenkel et al. (J Neuroimmunol, August 1998; 88: 85-90), and both in view 
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of US Patent No. 5,846,533 to Prusiner et al., issued 8 December 1998, filed 13 
September 1996, and Pasqualini (Mol Psychiatry, 1996; 1: 423). 

In the response filed January 16, 2007, Applicants argue that neither Prusiner 
nor Pasqualini teaches the use of phage displaying any specific antibody as a delivery 
system, and therefore there would have been no motivation to combine Prusiner and/or 
Pasqualini with the primary references for any purpose. For example, Applicants note 
that Prusiner makes^t clear that the antibodies displayed in the phage library are 
removed from the phage before they are therapeutically used, and thus nothing in 
Prusiner is used as a delivery system. Similarly, Applicants assert that there is no 
disclosure in Pasqualini that phages containing the random peptide homing sequences 
are ever used therapeutically, i.e., as a delivery system for the specific peptides that are 
identified by Pasqualini's process. Applicants evidence Patent No. 5,622,699, in which 
the inventors are the two authors of the Pasqualini publication and which, Applicants 
assert, there is no disclosure in the entire patent about therapeutic use of a phage 
displaying an organ-homing molecule or a delivery system comprising such. As such, 
Applicants conclude that no combination of the references of record teach or suggest 
any motivation for administering a specific antibody while displayed on a filamentous 
bacteriophage. 

Applicant's arguments have been fully considered but they are not persuasive. In 
response to applicant's argument that there is nothing in the combination of references 
that would teach or suggest the administration of a specific antibody displayed on a 
filamentous bacteriophage for therapeutic use, a recitation of the intended use of the 
claimed invention must result in a structural difference between the claimed invention 
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and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use, then it meets the 
claim. 

Furthermore, the recitation of "a pharmaceutical composition" in claims 7-11 has 
not been given patentable weight because the recitation occurs in the preamble. A 
preamble is generally not accorded any patentable weight where it merely recites the 
purpose of a process or the intended use of a structure, and where the body of the 
claim does not depend on the preamble for completeness but, instead, the process 
steps or structural limitations are able to stand alone. See In re Hirao, 535 F.2d 67, 190 
USPQ 15 (CCPA 1976) and Kropa v. Robie, 187 F.2d 150, 152, 88 USPQ 478, 481 
(CCPA1951). 

Notwithstanding the above remarks, the motivation for using a antibody displayed 
on a filamentous bacteriophage for therapy can be found in the teachings of Hanan & 
Solomon (1996), who clearly state that through advances in antibody engineering 
techniques and the development of suitable delivery systems, functional small antibody 
fragments may serve as new therapeutic approaches for the treatment of Alzheimer's 
disease, as well as other human amyloid diseases (see p. 132, final paragraph). The 
skilled artisan would therefore be motivated to develop such suitable delivery systems, 
and would further recognize the teachings of Prusiner and Pasqualini, providing for 
phages that display antibody fragments or binding peptides capable of functionally 
binding the desired target antigen. 

Finally, the fact that Pasqualini (and the Pasqualini patent 5,622,599) teaches in 
vivo administration of phages displaying homing proteins, which are structurally the 
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same as the binding fragment region of an antibody (such as an Fab 1 fragment), 
evidences that such a combination is a suitable pharmaceutical composition for in vivo 
administration, and therefore would not be incongruous with either therapeutic or 
diagnostic use of the composition. Further, Pasqualini teaches a method of selecting 
for brain-selective phage molecules, and suggests that this method may provide a new 
means for selective targeting of therapies. Thus, the skilled artisan would have ample 
motivation to make and use a filamentous bacteriophage displaying an anti-amyloid-p 
antibody epitope binding fragment, based on Hanan & Solomon's suggestion for 
developing a suitable antibody fragment delivery system and Pasqualini's teachings that 
phage-displayed peptides can be targeted to the brain. Whether such a pharmaceutical 
composition would be used therapeutically or diagnostically or even to monitor the level 
of amyloid-p protein in the brain to assess the effects of another treatment would 
therefore all be secondary to the fact that the combination is pharmaceutical^ 
acceptable, but nonetheless would be reasons to for the skilled artisan to make such a 
combination, thus rendering the instant invention obvious at the time of filing. 

Conclusion 

No claims are allowed. 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Advisory Information 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kimberly A. Ballard whose telephone number is 571- 
272-4479. The examiner can normally be reached on Monday-Friday 9AM - 5:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Kimberly Ballard, Ph.D. 
March 30, 2007 
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